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-- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1)[X] Responsive to communication(s) filed on 15 January 2004 . 
2a)[x] This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1 935 CD. 11, 453 O.G. 21 3. 

Disposition of Claims 

4) M Claim(s) 15-21,30-32,34-46,48-56 and 75-112 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) [x] Claim(s) 15-21,75 and 105-112 is/are allowed. 

6) [><] C\a\m(s) 30.31.34-41.43. 45. 48-56.76. 77,79-89.91.93 and 95-104 is/are rejected. 

7) M Claim(s) 32.42.44.46.78.90.92 and 94 is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 . 85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
11 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (0- 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2.D Certified copies of the priority documents have been received in Application No. . 

3-D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) D Notice of References Cited (PTO-892) . 4) Q Interview Summary (PTO-413) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Pa P er No(s)/Mail Date. . 

3) [X] Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 5 ) Q Notice of Informal Patent Application (PTO-152) 

Paper No(s)/Mail Date 10/15/03 . 6) □ Other: . 
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DETAILED ACTION 
Response to Arguments 

The rejection of claims under 35 USC 1 12, second paragraph, is withdrawn in view of the 
amendment to or cancellation of the claims. Note claims 48 and 49 are newly rejected below. 

The rejection of claims 33, 57-59, 61-73, 74 and 76-104 under 35 USC 112, first 
paragraph as set forth in the section bridging pages 2-3 of the previous Office action (paper #11), 
is withdrawn in view of amendment to or cancellation of the claims. Note that the rejection 
under 35 USC 1 12, first paragraph, set forth in the section bridging pages 3-4 of the previous 
Office action is maintained as discussed below. 

The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

Claim Rejections - 35 USC § 112, First Paragraph 

Claims 30, 31, 34-41, 43, 45, 50-56, 76, 77, 79-89, 91, 93 and 95-104 remain rejected 
under 35 U S C. 1 12, first paragraph, as failing to comply with the written description 
requirement. The claim(s) contains subject matter which was not described in the specification 
in such a way as to reasonably convey to one skilled in the relevant art that the inventor(s), at the 
time the application was filed, had possession of the claimed invention, for the reasons set forth 
in the previous Office action in the rejection bridging pages 3-4. 

First, clarification of which claims are rejected is needed. Previously rejected claims 47 
and 57, 58, 61, 63, and 65-73 have now been cancelled and the rejection is moot in reference to 
them. Claims 48 and 49 are now dependent on a cancelled claim and are indefinite because it is 
not clear to what they are drawn (see rejection below), so that this rejection no longer applies to 
them. However, if they were amended to depend on a rejected claim, they would again be 
subject to the rejection. Further, the Examiner made several obvious errors in the numbering of 
rejected claims. A typographical error occurred in the rejection of claims 92 and 94, which 
should not have been rejected. Instead, claims 91 should have been rejected, as should have the 
related independent claim (88) upon which all of claims 89-104 ultimately depend. Note that the 
structure of claim 88 and its dependent claims is nearly identical to that of independent claim 40 
and previously pending dependent claims 41-56 (similarly rejected). 
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Applicants argue (page 14) that "the specification and the level of skill in the art clearly 
provide the claimed sequences and demonstrate possession of the claimed sequences.' 7 The 
argument has been fully considered, but is not persuasive. The claims do not require that the 
polynucleotide encode a particular protein or possess any particular functional characteristic, nor 
possess any particular conserved structure or other disclosed distinguishing feature. Thus, the 
claims are drawn to a genus of nucleic acids that is defined only by sequence identity. To 
provide adequate written description and evidence of possession of a claimed genus, the 
specification must provide sufficient distinguishing identifying characteristics of the genus. The 
factors to be considered include disclosure of compete or partial structure, physical and/or 
chemical properties, functional characteristics, structure/function correlation, methods of making 
the claimed product, or any combination thereof In this case, the only factor present in the claim 
is a partial structure in the form of a recitation of percent identity. There is not even 
identification of any particular portion of the structure that must be conserved. Accordingly, in 
the absence of sufficient recitation of distinguishing identifying characteristics, the specification 
does not provide adequate written description of the claimed genus. Which nucleic acids of the 
genus comprising the required sequence are part of the invention has not been set forth. 

Claim Rejections - 35 USC § 112 

Claim 48 and dependent claim 49 are rejected under 35 U.S.C. 1 12, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 48 is indefinite because it depends on canceled claim 47. 

Conclusion 

Claims 32, 42, 44, 46, 78, 90, 92 and 94 are objected to as being dependent upon a 
rejected base claim, but would be allowable if rewritten in independent form including all of the 
limitations of the base claim and any intervening claims. 
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Claims 15-21, 75 and 105-1 12 are allowable. 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Claire M. Kaufman, whose telephone number is (571)272-0873, 
Dr. Kaufman can generally be reached Monday, Tuesday and Thursday from 8:30AM to 
2:30PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Yvonne Eyler, can be reached at (571)272-0871. 

Any inquiry of a general nature or relating to the status of this application should be 
directed to the Group 1600 receptionist whose telephone number is (703) 308-0196. 

Official papers filed by fax should be directed to (703) 872-9306. NOTE: If applicant 
does submit a paper by fax, the original signed copy should be retained by the applicant or 
applicant's representative. NO DUPLICATE COPIES SHOULD BE SUBMITTED so as to 
avoid the processing of duplicate papers in the Office. /; 
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